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France, Germany, Sweden, and the United
Kingdom each use different types of policies
Jor controlling prescription drug spending.
Until recent years, these policies have relied
heavily on regulating prices charged by drug
manufacturers, with different systems
providing varying degrees of pricing freedonm.
While these policies appear to have brought
some degree of price restraint, they have not
prevented continued growth in prescription
drug spending. As.a result, each country is
supplementing its policies with measures
aitmed at physicians and consumers and
targeted at reducing a perceived over-
utlization of pharmaceutical products.

INTRODUCTION

While the United States has traditionally
allowed the free market to determine drug
prices, the rising cost of prescription drugs
has increased the financial burden on vul-
nerable segments of the U.S. population. In
addition, widely reported disparities in pre-
scription drug prices between the United
States and other industrialized countries
have heightened interest in policies to con-
trol pharmaceutical prices. In response to
this situation, some members of Congress
have proposed Federal regulations limiting
prescription drug prices. However, critics
of pharmaceutical price regulation, within
and outside the pharmaceutical industry,
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have asserted that U.S. adoption of regula-
tions that reduce drug prices would cripple
U.S. pharmaceutical companies’ ability to
develop life-saving and life-improving drugs.
Because the United States has not regulated
drug prices in the past, our country’s expe-
rience does not provide the evidence neces-
sary to evaluate the potential effectiveness
of drug price regulations. Several European
countries, however, have employed govern-
ment policies to control pharmaceutical
prices and, indirectly, expenditures.

Four European countries that have
research-based pharmaceutical indus-
tries—France, Germany, Sweden, and the
United Kingdom—have each developed a
set of government controls to limit the
growth of prescription drug prices and
expenditures. As part of their national
health insurance systems, these four coun-
tries provide universal prescription drug
benefits, and each faces a continuing chal-
lenge to restrain increases in national
spending on pharmaceuticals. In this per-
sistent struggle, each country has devel-
oped spending control strategies consis-
tent with two premises: first, that drug
manufacturers can, if left unchecked by
regulation, charge prices substantially
above their marginal (or incremental)
costs, because patents and marketing
efforts protect them from competitors; and
second, that insurance coverage and physi-
cian responsibility for prescribing discour-
age comparison shopping by consumers,
who lack incentives to seek out the most
cost-effective drugs and have limited
knowledge about alternative medications.
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In designing approaches to dampen phar-
maceutical spending, governments have
tended to rely more on regulations and
sanctions than on policies to strengthen
competition and sharpen incentives.

The scope of pharmaceutical cost con-
tainment strategies is broad, targeting not
only price but other determinants of drug
spending. At least until the late 1980s, how-
ever, efforts to restrain drug prices had
focused largely on controls at the point of
sale—that is, at the prices charged, for
example, by drug manufacturers to drug
wholesalers, or by pharmacists to con-
sumers. These traditional policies seem to
have restrained prices, but increases in
drug utilization and higher prices for new
drugs have pushed up drug spending.
Faced with this further stress on their
national health care budgets, government
officials in the countries we studied have
concluded that, as a tool for restraining

pharmaceutical spending, controls on

prices alone are not sufficient. As a result,
each country has introduced or is develop-
ing a distinctive set of policies to supple-
ment its traditional regulatory approach.
These policies are designed to reduce the
growth in prescriptions written, encourage
the use of drugs that are more cost-effec-
tive, and shift some of the burden of higher
drug spending from the national health
insurance system to consumers, physi-
cians, and drug manufacturers.

This article reviews the cost-contain-
ment policies of these four countries and
their effects on prescription drug prices
and spending levels. The analysis is drawn
from a more extensive review of these
countries’ policies done by the U.S.
General Accounting Office (1994a). This
article focuses on the pharmaceutical
prices and spending control policies that
have been adopted by these countries. It
does not evaluate the potentlal effect of

these policies on drug research and develop-
ment; such issues are examined in the larger
U.S. General Accounting Office report.

DRUG PRICES AND AFFORDABILITY

The United States, while the world’s
leader in new drug development, is also a
leader in drug prices. Drug prices have dri-
ven much of the increase in total outpatient
expenditures on prescription drugs in the
United States. Drug expenditures nearly
doubled between 1980 and 1991 (from $15.8
billion to $29.2 billion), even after adjusting
for inflation.! Much of this increase was dri-
ven by increases in prescription drug
prices, which rose by more than twice the
rate of inflation between 1980 and 1991.2

American health care consumers in gen-
eral are particularly sensitive to these
increases because of the high proportion of -
drug expenditures that are not covered by
health insurance. While outpatient prescrip-
tion drugs are a relatively small amount of
total health care costs—less than 5 percent
in 1991—more than one-half of this amount
is paid out of pocket (compared with 18.1
percent of spending for physician services
and 3.4 percent for hospital care [Letsch,
1993)). The greatest burden of these out-of-
pocket costs is likely to fall on the elderly,
who as a group both use more drugs and
are less likely to have insurance coverage
for those drugs, because the Federal
Medicare program does not offer out-
patient prescription drug coverage.

!Some portion of this increase may be aftributable to a general
movement of treatment from inpatient to outpatient settings over

this period.

*Some research indicates that prescription drug price indexes
may oversample medium-aged drugs that undergo above-
average price increases, and undersample younger products
that experience lessthan-average price increases, thereby
overstating annual average drug price inftation (Berndt,
Griliches, and Rosett, 1992). Alternatively, these indexes may
understate annual changes in average drug prices because they -
generaﬂydonotmeawretheunpactoinewdrugs,mmyof
which enter the market at relatively high prices.
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As several recent studies show, prescrip-
tion drug prices in other countries are
generally lower than in the United States
(U.S. Government Accounting Office,
1992, 1994b; Association Belge des
Consommateurs, 1989; Reekie, 1984).
Some of these countries have relatively
little drug research and development, but
others have relatively strong innovative
drug industries. For example, France,
Germany, Sweden, and the United
Kingdom are home to firms that developed
more than 25 percent of new drug entities
from 1970 to May 1992 (Redwood, 1993).

Affordability of drugs to individual con-
sumers is not as much of a problem in these
other industrialized countries as it is in the
United States. Many of these countries have
universal health insurance systems that
provide pharmaceutical drug coverage at
little or no out-of-pocket cost to consumers.?

Universal drug coverage has shifted the
burden of paying for drugs from the indi-
vidual to the insurance system, thereby
creating an incentive for the government to
restrain spending growth and to maintain
the fiscal stability of the health insurance
system. In addition, the relatively high
level of drug spending in several European
countries has made restraining drug
spending growth even more important to
government officials. For example, while
total pharmaceutical spending in 1990 com-
posed about 8 percent of total health spend-
ing in the United States (as it did in
Sweden), it accounted for almost 11 per-
cent of health care costs in the United
Kingdom, about 17 percent in France, and
over 21 percent in Germany (Figure 1).

There are alse fewer networks for buying prescription drugs in
other countries than in the United States. For example, in the
countries we studied, consumers’ generally purchase their
pharmaceuticals from retail pharmacists. By contrast, while most
Americans buy their pharmaceuticals at retail pharmacies, many
purchase through mail order houses and managed care
organizations {Schondelmeyer and Thomas, 1990).

Figure 1

Pharmaceutical Expenditures as Percent of
Total National Health Care Costs: 1980
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SOURCE: Organization for Economic Cooperation and

Development: OECD Health Data file, 1993,

Given the fiscal weight of the pharmaceuti-
cal sector, each of these countries has
looked to this sector for a significant con-
tribution to the national effort at slowing
the growth of overall health care spending.

DRUG MANUFACTURER
REGULATIONS

Each country has regulations that are
designed to limit—either directly or indi-
rectly—the price that drug manufacturers
charge to wholesalers (or to retailers that
buy directly from the manufacturer).
These policies differ in the extent that
manufacturers are free to set launch prices
for new products as well as to increase
prices on existing products. (Prices are
also regulated at subsequent links in the
distribution chain. The fees charged by

HEALTH CARE FINANCING REVIEW/Spring 1994/Volume 15, Number 3 129



wholesalers and pharmacists typically are
not allowed to exceed a set ceiling.! These
fees can be calculated as a fixed amount per
prescription or as a percentage of price.)
Regulations targeted at drug manufactur-
ers’ prices in the four countries embody one
of three mechanisms: (1) product-by-prod-
uct price controls; (2) limits on insurers’
reimbursement levels; or (3) profit controls.

Product-By-Product Price Controls

These controls are the most direct form
of price regulation, in that they largely bar
manufacturers from selling their drug
products at prices above those approved by
the government (or other paying authori-
ty). In the two countries we studied where
product-by-product price controls have
been used for outpatient prescription
drugs—France and (until 1993) Sweden—
both new product prices and price increas-
es were regulated by the government. New
product prices emerge from negotiations
between the government and each drug

‘The exception to this is in Sweden, where wholesaler fees are
not subject to government regulation, but are negotiated
between wholesalers and manufacturers.

In addition, Sweden based its allowable price on the price
charged for the drug in other countries, and, in particular, on the

ice in the manufacturer's home country.

France, the government prohibits price increases for drugs
that have been on the market less than 2 '; vears. After that time,
prices can cnly be increased through a directive, which raises or
lowers the prices of all drugs on the market by a set percentage.
In Sweden, the government tries to keep drug price increases
;vithin the rate of inflation.

Three different categories are used to define sets of similar
drugs: {1) drugs with the same active ingredients (for example,
brand name drugs and their generic equivalents); (2) drugs with
therapeutically comparable active ingredients {for example, beta-
blockers or H-2 antagonists); and (3) drugs with therapeutically
comparable effects (for example, different aspirin combinations).
The reference price for a particular drug is adjusted for variations
from the average product’s strength and package size,

*In Germany, many single source products that lack comparable

products cannot be assigned reference prices. Furthermore, other

products do not yet have reference prices because of the technical
difficulties in ascertaining which products have comparable
therapeutic ingredients or actions. As of July 1993, about one-half
of pharmaceutical products in Germany had reference prices. In
1993, the German government simplified the process by which
drugs are put into comparable groups. The government hopes that
this simplification will allow for the eventual inclusion of 70 percent
of drugs into the RPS.

manufacturer. The criteria for setting these
prices include the therapeutic value of the
drug, the price of comparable treatments,
and the contribution of the drug’s sales to
the national economy.® Price increases in
both countries are allowed only with prior
government approval.®

Limits on Insurer Reimbursement
Prices

These price controls set an upper limit
(or reference price) on the amount the
insurer can pay for groups of identical or
equivalent drugs. Drug manufacturers are
free to set any launch price or price
increase that they choose, but consumers
must pay the difference between that price
and the reference price. Manufacturers’
ability to charge a price that is higher than
the reference price is limited by con-
sumers’ willingness to incur out-of-pocket
costs for pharmaceuticals.

Germany and Sweden illustrate different
ways that reimbursement prices can be cal-
culated. In Germany, a drug’s reference
price is computed essentially as the aver-
age of the prices of that drug and similar
products.” In Sweden, the reference price
for a drug is set at 10 percent above the
price of the least expensive generic equiva-
lent. In Germany, drugs are not covered
under the reference price system (RPS) if
they do not have a sufficient number of
comparable products, while in Sweden,
only one generic equivalent is needed to
set a reference price. In Germany, the
statutory health insurers (known as sick-
ness funds) pay the price that manufactur-
ers set for drugs without a reference price
(less the required patient copayment).’ By
contrast, in Sweden the government
negotiates the prices that can be charged
for these drugs with manufacturers.?
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Profit Controls

This regulatory method, used in the
United Kingdom, is a more indirect form of
drug spending control. A manufacturer that
introduces a drug product into the UK
market may freely set its launch price at any
level, as long as company profits do not
exceed a negotiated target. More precisely,
the National Health Service (NHS), which
in effect is the national health insurer, nego-
tiates a profit ceiling with most drug manu-
facturers.” Through this process, the gov-
ernment relates each manufacturer’s prof-
its and hence, indirectly, their prices, to the
level of investment in pharmaceutical pro-
duction and research and development in
the country for the purpose of supplying
drugs to NHS." Even under this profit con-
trol scheme, however, drug manufacturers
are still subject to drug price regulations.
While manufacturers freely set prices when
introducing new drugs—so long as profits
do not exceed the target level—they cannot
increase drug prices without prior govern-
ment approval.

% These negotiations are performed for patented drugs that do
not have generic substitutes and for over-the-counter drugs that
the manufacturer wants included under the reimbursement
system. Factors going into the negotiations include the basis of
the drug’s therapeutic value, the price of the particular drug in
other countries, the price of comparable products in other
countries, and the extent to which the drug’s usage substituted
for more expensive treatments. No negotiations take place for
non-reimbursable drugs (for example, drugs sold in hospitals);
instead, manufacturers are able (o price these drugs freely.

"The United Kingdom’s profit control scheme applies to all firms
with sales to NHS of over £0.5 million (about $740,000) per vesr.
' Under the United Kingdom’s profit control scheme, which
exchides generic drugs, manufacturers’ profits are regulated in
two ways, depending on their capital investment in the country.
Manufacturers with sizeable capital investment are permitted to
price drugs in line with target profit levels, based on their return
on t profit levels on sales to the NHS are set at 17
to 21 percent of the capital invested in the country, and devoted
to supplying brand-name (.., non-generic) prescription drugs to
NHS. Other manufacturers selling in the U K.s drug market also
have target profit levels, but these are based on their return on
sales, Manufacturers can justify keeping additional profits {up to
25 percent over their target level} if the additional profits are
attributable to new products or to increased operating efficiency.
% The general inflation rate is measured by the growth in the
price deflator for gross domestic product (GDP) in each country.

Figure 2
Pharmaceutical Price Changes: 1985-91

1 I rorina

5 ~ . Inflation-Adjusted

Percent Growth

Sweden Gemmany United'  United
Kingdom  Siates

France

Swodish data are for the period 1985-90,

SOURCE: Organization for Economic Cooperation and
Devslopment: OECD Health Data file, 1993.

MANUFACTURER PRICING
REGULATION EFFECTS

The drug spending controls applied in
these four countries have had mixed suc-
cess at restraining the level of pharmaceu-
tical expenditures. On the one hand, drug
prices in these countries have grown rela-
tively slowly under the price and profit con-
trols—less than the rate of general infla-
tion.”? But while price restraint has proba-
bly kept total drug spending lower than it
would have been otherwise, total drug
spending—which is affected by the quanti-
ty of drugs sold as well as their prices—has
continued to rise faster than the countries’
governments are willing to accept.

From 1985 to 1991, the countries with the
most direct types of price controls—France
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and Sweden—had the lowest average rates
of increase in drug prices (Figure 2)." In the
United Kingdom, which has the most indi-
rect type of price control, nominal drug price
increases were the highest of the countries
we reviewed; nonetheless, even UK. drug
prices rose relatively slowly—at about one-
half the general rate of inflation. By contrast,
during the same period (1985-91), pharma-
ceutical prices in the United States increased
at an average annual rate that was more than
twice the general inflation rate.

While the price restraint may have helped
achieve some moderation in the growth of
drug spending, the countries we examined
had limited success in restraining the
growth in total pharmaceutical expenditures
during the same time period (Figure 3). The
relative increases in pharmaceutical spend-
ing were greater for countries with direct
price controls than for those with more indi-
rect approaches. In France and Sweden, the
countries that employed direct price con-
trols, the average annual growth in pharma-
ceutical spending from 1985 to 1990 was
comparable to that in the United States. In
Germany and in the United Kingdom, phar-
maceutical spending grew at a slightly slow-
er rate than in the United States. However,
pharmaceutical spending in Germany and
the United Kingdom grew more rapidly than
overall inflation.'s

PSwedish data are for the period 1985-90.

YDpug price inflation can occur even under regulatory schemes
which largely restrict drug price increases, such as those in
France and the United Kingdom. This is because the
pharmaceutical price index, on which drug price inflation is
based, is composed of a market basket of drugs that changes over
time. As new drugs become part of this market basket, the cost of
ﬂnsbasketcanmcrmserfthepnceofthosenewdrugsexoeeds
the average cost of the other drugs in the previous market basket.

*Data on pharmaceutical spending in the United Kingdom are
ﬁor the period 1985-89.

Analyses of the effects of Germany's RPS suggest that drug
pnces and spending were lower after the imposition of reference
pricing than they would have been otherwise, We were not able
to identify any formal studies on how the policies used in France,
Sweden, or the United Kingdom affected drug spending. nor
were there sufficient data for doing a before-and-after analysis on
the policies’ effects.

Figure 3
Pharmaceutical Expenditure Growth': 1985-90
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SOURCE: Organization for Economic Cooparation and
Devalopment: OECD Health Data file, 1593

WHY HAS PHARMACEUTICAL
SPENDING CONTINUED TO RISE?

The increase in pharmaceutical spend-
ing does not necessarily imply that the con-
trols were ineffective at restraining drug
spending. Indeed, these policies may have
kept drug expenditures from rising higher
than they would have otherwise®* However,
the rise in drug spending suggests that fac-
tors outside the purview of these regula-
tions outweighed any restraining impact
that price and profit controls may have had
on drug expenditures.

- Increases in Drug Utilization

Increases in drug utilization likely provide
one source of these spending increases. As
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Figure 4 shows, drug utilization grew more
rapidly than drug prices in the four coun-
tries we reviewed, suggesting that greater
utilization accounted for a large amount of
the growth in drug spending. By contrast,
in the United States drug utilization grew
far less rapidly than drug prices, thereby
suggesting a greater role for drug price
increases in explaining spending growth.

Increases in utilization can come from
both population growth and increases in
the elderly population—both of which
occur independently of price and profit
controls. Increases in the elderly popula-
tion can be of particular importance in
explaining higher spending levels, since
the elderly are more likely to have higher
per capita drug use than the non-elderly.
Each of the countries we reviewed has
experienced increases in the elderly popu-
lation, particularly in persons 75 years of
age or over (Table 1).

Higher Prices for Newer Drugs

Increases in drug spending may also be
caused by the use of newer, more expensive
drugs. Despite the control mechanisms in
place in these four countries, new drugs
tend to have higher average prices than the
drugs they replace, increasing the pressure
on drug budgets even when consumption
levels remain constant. These new prod-
ucts, which can range from innovative treat-
ments to modest improvements over exist-
ing products, can strain drug budgets when
they replace less expensive medications.”
Higher new drug prices have been cited as
a particular problem in the United
Kingdom, where companies are free to set
new drug prices so long as their profits
remain within the target range.

The price and profit controls used in
these countries generally do not provide
patients and physicians with an incentive to

Figure 4
Growth in Utilization and Prices: 198580
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SQURCE: Omanization for Economic Cooperation and
Development: QECD Health Data file, 1993.
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choose products that are less expensive. Of
the systems that we reviewed, only the
reference price systems, used in Germany
and Sweden, create incentives for con-
sumers to choose lower priced products.
Under this system, a single reimbursement
rate applies to drugs that are considered
therapeutically equivalent or comparable
to one another; if the price exceeds this
level, then the consumer pays the remain-
der. By contrast, neither direct price con-
trols nor profit controls create incentives
for consumers or physicians to choose a

. " Even when use of these medications replaces more expensive

nondrug treatments, they can increase the pharmaceutical
budget. Consider the hypothetical examnple of a new medication
that costs $1,000, but reduces the need for surgery that would
cost $25,000. Each time that the medication is prescribed in lieu
of surgery, hospital costs would be reduced by $25,000, but
prescription drug spending—accounted for in another budget—
would be increased by $1,000.
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Table 1

Growth of the Elderly Population as Percent of Total Population
in the United States and Selected European Nations: 1985-91

Age Group and Year France Sweden Garmany United Kingdomn Unitad Statas
65 Years of Age or Over:

1985 12.8 174 14.8 15.1 11.9
1991 141 77 15.4 15.8 127

75 Years of Age or Over:

1985 6.3 7.4 6.9 6.4 48
1991 7.0 8.1

7.2 7.0 5.2

SOURCE: Organization for Economic Coopsration and Development: OECD Health Data lite, 1993,

NEW SPENDING CONTROL
MECHANISMS

Increased Reliance on Cost-Shifting
Policies

The health care financing systems in
the countries we reviewed have been strained
by the pattern of increases in pharmaceutical
spending that approach or outstrip the
growth of gross domestic product. These
strains have resulted in the adoption of major
changes in the drug reimbursement policy in
Germany and Sweden, proposals for major
changes in such policy in France, and modifi-
cations in both Germany and the United
Kingdom that are intended to make physi-
cians more aware of drug costs. These new
policies—sometimes working within the con-

text of existing price and profit controls, and -

sometimes not—are designed to meet two
objectives: (1) to shift the burden of increased
pharmaceutical spending from government
to consumers, physicians, and drug manufac-
turers; and (2) to stimulate price competition
in the pharmaceutical sector by encouraging
consumers and physicians to choose more
cost-effective medications."

% Sweden's recent payment reform was imposed, to some extent,
for an additional reason—to respond to a European Community
directive that requires member countries to make ptiblic the rules
governing pricing of prescription drugs. The directive does not
interfere with the right of countries to control prices or
reimbursement by any method they choose, provided the method
used is “transparent” and does not discriminate between foreign
and domestic drug manufachurers. Sweden is not a European
Community member, but has applied for membership.

Increases In Consumer Cost Sharing

One approach used to reduce drug
spending is to increase consumers’ finan-

- cial responsibility for prescription drugs.

From 1989 to 1993, all four countries have
increased the patient’s share of drug
costs (Table 2). :

Higher copayments may have the dual
purpose of (1) shifting some of the financial
burden of pharmaceuticals away from the
national health insurance system and
toward consumers, and (2) raising con-
sumer cost-consciousness about their pre-
scriptions, thereby reducing alleged
overutilization of drugs.

Certain features of some copayment poli-
cies can be expected to limit their effec
tiveness at restraining drug spending.
First, copayments that cover only certain
drugs or certain segments of the popula-
tion will reduce spending less than would
more comprehensive cost sharing. For
example, until 1993, there were no
copayments for German pharmaceuticals
covered under the reference price system
(so long as the drug’s price did not exceed
the reference price). Therefore, con-
sumers had no incentive to reduce con-
sumption of those items. In the United
Kingdom, copayment exemptions for the
elderly, the poor, children, and pregnant
women (among others) eliminate all
cost sharing for about 80 percent of
prescriptions written.
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Tabie 2

Pharmaceutical Cost-Containment Policies in Selected European Nations: 1989-93

Country 1989 1991 1993

France Copayment of 0, 30, 60, Copayment of 0, 30, Copayment of 0, 35,
or 100 percent of drug 60, or 100 parcant of 65, or 100 percent of
cost, depending on the drug cost, depending drug cost, depending
particular drug. on the particutar drug. on the particular drug

(effective surmnmer 1993},

Germany Copayment of 3 DM per Drugs under the Copayment of 3-7 OM,
prescription. referenca price depending on the

system: Patlents pay price of the dnug.}
Starting June 1, drugs the amount by which
under the reference the retail price axceeds In addition, the consumer
price system: Patients the raferance price, pays any amount by which
pay the amount by which retail price exceeds the
retail price exceeds the Drugs not under the reference price.
reference price. reference price system:

3 DM per prescription.
Drugs not under the
reference price system:
3 DM per prescription.

Swaeden Flat copayment of 90 Flat copayment of 90 Copayment of 120 SEK for
SEK for up to 10 drugs written SEK for up to 10 drugs first prescription and 10 SEK
on same prescription form. written on same prescription for additional prascriptions

form, for a maximum obtained from the pharmacy

prescribing period of 80 days. at the same time, fora
maximum prescribing period
of 90 days.
in addition, the consurmer
pays any amount by which the
drug’s price excesds the
reference price,

United Kingdom? Fiat copayment of £2.80 Flat copayment of £3.40 Flat copayment of £4.25
for drugs covered by NHS.? for drugs covered by NHS.? for drugs covered by NHS.?

;As of January 1984, the copayment in Germany is based on the siza of the prescription rather than on the price of the drug.

Table lists copayment levels as of April 1 of each year cited. In addition, patients in the United Kingdom recelving frequent prescriptions may buy a
season ticket covering the costs of all prescriptions for either 4 months or 12 months, In April 1389, the 4-month season ticket cost £14,50, and the 12-
g'lorm s8ason ticket cost £40, By Apdl 1953, thase costs increased to £22 for the 4-month tickat and £60 for the 12-month ticket.

Because of exemptions to cost sharing, about 80 percent of drugs dispensed in the Uniled Kingdom have no consumer copayment.

NOTES: DM Is Deutschinark. SEK is Swedish Kroner, NHS iz National Health Service.

SOURCE: {(U.S. General Accounting Office, 1994b),

Second, copayments that are the same
amount for every prescription cannot affect
the choice between more and less
expensive medications. If the consumer’s
copayment is identical for an expensive
drug and for a cheaper substitute, the con-
sumer has no reason to choose the less
expensive medication.

Third, the small size of the copayments
may also limit their ability to reduce the
number of prescriptions filled. However,
raising the copayment could present a
financial barrier to poor households or to

people who need to use a high volume
of pharmaceuticals.

Encouraging Less Expensive

Prescriptions

To an increasing extent, pharmaceutical
payment reforms in the countries we
reviewed—particularly in the United
Kingdom and Germany—are designed to
encourage economical prescribing by
physicians and to emphasize the use of less
expensive drugs. These policies recognize
the vital role of the physician as the primary
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decisionmaker regarding choice of pharma-
ceuticals and, to varying degrees, tie finan-
cial incentives for physicians to the pre-
scribing choices that they make. The
United Kingdom uses a two-pronged
strategy for encouraging physicians to be
agents for lower pharmaceutical spending:

o First, the government provides informa-
tion to individual physicians about their
prescribing habits (relative to those of
their colleagues). Physicians receive a
periodic report on the number and cost of
the drugs they prescribed, compared with
norms for physicians in their geographical
area. The government also provides physi-
cians with information on the safety and
cost-effectiveness of alternative drug
products. This information is intended to
allow the physicians to make more
responsible choices about prescribing.

¢ Second, physician spending targets are
used to restrict pharmaceutical sales.
Since 1991, physicians in the United
Kingdom have been subject to the
Indicative Prescribing Scheme (IPS),
which sets financial targets for physician
prescribing.® Under IPS, doctors are
given a financial benchmark, referred to
as an indicative amount of prescribing.
Physicians’ indicative targets are based
on several factors, including historical
expenditures, demographic composition
of their patients, and drug price inflation.
These targets are not binding caps,
although physicians who consistently
prescribe more than their targeted
amounts can be singled out for advice
and detailed monitoring, and, in a last

¥ Some physicians in the United Kingdom—25 percent as of
April 1993—are subject to an alternative budgeting scheme,
known as the GP fundholding scheme, Under this scheme,
which is voluntary, physicians who are in relatively large group
practices are given a practice budget, which is intended to cover
all prescribing costs for patients as well as the cost of some
hospital services, outpatient services, administrative setvices,
and visiting and district nurse services.

resort, cases of gross over-prescribing

can be penalized.®

Germany also instituted pharmaceutical
budgets on physicians, but these controls—
implemented in 1993 as part of a compre-
hensive health financing reform—place
more stringent financial controls on physi-
cians than do the United Kingdom’s policies.
Since January 1993, Germany has had a
global budget for pharmaceuticals, which, if
exceeded, is offset by a reduction in the
ambulatory care physician budget. In 1993,
the total pharmaceutical budget for office-
based physicians was set at about 24 hillion
Deutschmarks (DM [about $15 billion]).
‘While 1993 pharmaceutical spending did not
exceed this level, any cost overrun up to 280
million DM {about $175 million) would have
been offset by a Mark-to-Mark reduction in
the 1994 ambulatory care physician budget.
(The cost overrun would also be borne by
pharmaceutical manufacturers if it reached
280 million DM, up to another 280 million
DM.) For most regions, the 1994 budget is
set at the 1993 level, and all cost overruns
will be borne by similar reductions in the
ambulatory care physician budgets.?

The global budgets in Germany appear
to have had an impact in the short time that
they have been in effect.? Total prescrip-
tion drug costs for sickness funds declined
by about 20 percent in the first half of 1993,
compared with the same period in 1992, and
total 1993 drug spending was actually less
than the budgeted amount and, therefore,
less than 1991’s total. In addition, in the first
half of 1993, physician prescribing fell below
the 1992 level by about 17 percent.

®The provisions requiring physicians to justify this prescribing
behavior are separate from and predate 1PS.
# Most regional physicians’ associations chose to accept the 1994
budget set at the 1993 level rather thar negotiate a budget based
on real 1993 expeaditures,

No systematic evidence exists on the effects of IPS in the
United Kingdom. '
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Several reasons have been suggested for
the drop in drug spending in Germany. First,
physicians substituted cheaper generic
drugs for more expensive, brand-name
drugs. As a result, sales of the cheapest
generic drugs increased in some cases by as
much as 250 percent. Second, many
patients—especially those with long-term il
nesses—obtained their prescriptions in
December 1992 (before the law took effect)
and thus did not need to acquire their drugs
in the first few months of 1993. Third, physi-
cians have been less willing to prescribe
drugs with doubtful efficacy (e.g., anti-varico-
sis drugs) or drugs for conditions that can be
treated in different ways (e.g., dietary drugs) ?

Citizens and officials in both countries
have been concerned about whether the bud-
. gets are reducing access to pharmaceuticals.
In the United Kingdom, some observers
believe that the budgets are constraining
physicians’ ability to prescribe the most effec-
tive drugs and respond to special patient
needs, such as those of the elderly. However,
government officials believe that the physi-
cian budgets could, instead, increase the
quality and cost-effectiveness of prescribing,
and so improve patient care. In Germany,
some officials have expressed concern that
the older drugs that physicians are prescrib-
ing in order to save costs may be less effec-
tive than newer, more innovative products.
However, there is no firm evidence either to
support or contradict this contention.

Stringeﬁt Drug Manufacturers’ Controls

While many of the recent policy changes
in the countries reviewed have_ applied to

5 There was a disproportionate decrease in the prescription of
drugs that are considered to be therapeutically controversial and
drugs that are considered to be therapeutically meaningful, For
example, drugs in the former group include circulatory drugs
and vitamins (which declined 29.9 percent and 29.1 percent,
respectively). Drugs in the latter group include antibiotics
and anti-diabetic drugs {which declined 5.2 percent and
0.7 percent, respectively).

patient and physician practices, France,
Germany, and the United Kingdom—to dif-
fering degrees—have also made efforts at
reducing payments to manufacturers. These
efforts have taken three forms: (1) across-
the-board price cuts; (2) limits on total man-
ufacturers’ sales; and (3) limits on the types
of drugs eligible for reimbursement.

Across-the-Board Price Cuts

One method used to reduce pharmaceu-
tical spending is across-the-board cuts in
payments to drug manufacturers. France,
Germany, and the United Kingdom have
used this measure in recent years. France’s
most recent price reductions occurred in
1991, when the government ordered that
pharmaceutical prices be cut by 2.5 per-
cent. Germany implemented across-the-
board price cuts in 1993, when the govern-
ment ordered a 5-percent reduction in the
price of drugs not covered by the RPS, and
a reduction in over-the-counter (non-pre-
scription) drug prices to 2 percent below
the May 1992 price level. The government
also mandated a price freeze on affected
drugs that will be in effect through 1994.
The United Kingdom also implemented
global price cuts in 1993, ordering a 2.5
percent price cut on all products, which is
to be followed by a 3-year price freeze.

Budgets

Of the countries we reviewed, only
Germany has imposed budgets that apply
to manufacturers. As described in the
previous section, Germany’s 1993 global
budget sets total limits on annual pharma-
ceutical spending. While physicians were
to bear part of the budget overrun—the
first 280/DM million in 1993—subsequent
overruns (up to 280/DM million) would
have come from the pharmaceutical manu-
facturers. However, under the 1994 budget,
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manufacturers will not have to bear the
financial burdens of overruns if physicians
exceed the budget.

France may adopt drug budgets for man-
ufacturers. In 1991, the French govern-
ment proposed a drug payment system in
which manufacturers would each have a
budget for total drug sales to the social
insurance system. Under this framework,
manufacturers would have been able to set
prices freely, as long as their total revenues
from sales to the national health system did
not exceed the budget. This proposal was
never enacted, due to political opposition.
However, in January 1994, representatives
of the pharmaceutical industry and French
government reached an informal agree-
ment that, if implemented, would include
many aspects of this 1991 proposal.

Limiting Drugs Eligible For
Reimbursement

Governments can limit the drugs eligible
for reimbursement through lists that
explicitly identify specific drugs as ineligi-
ble for reimbursement. Drugs may be
excluded from the payment system
because they (1) offer questionable thera-
peutic value 6r (2) have prices that are high
relative to alternative medications of simi-
lar or equal therapeutic value.®

Three of the countries we studied are
either establishing or expanding negative
drug lists in an attempt to limit prescription
drug dispensing. In January 1994, France
established a list of 24 drugs and proce-
dures which will not be reimbursed. The
United Kingdom is in the process of
excluding additional drugs from its reim-
bursable lists. Germany currently has a
non-reimbursable drug list, but, after 1995,

*n Germany, drugs will be excluded from reimbursement only
if they have questionable therapeutic value; in France, Sweden,
and the United Kingdom, reimbursement decisions take into
account a drug’s price as well as its therapeutic value.

plans to replace this with a list of drugs that
are eligible for reimbursement.

CONCLUSIONS

Though price controls on prescription
drugs have been prominent in Europe,
they do not exhaust the variety of tech-
niques and philosophical orientations that
U.S. decisionmakers can consider. To con-
trol pharmaceutical expenditures, France,
Germany, Sweden, and the United
Kingdom employ an array of policies, some
regulatory and some market-based. The
balance struck varies from country to
country—ranging from controlling corpo-
rate and physician actions by legal and
administrative sanctions to strengthening
competition by reshaping incentives. For
example, France has emphasized the regu-
latory approach by imposing stringent
product-by-product price controls. By con-
trast, the United Kingdom has evolved a
more eclectic strategy: profit controls—a
relatively flexible regulatory approach that
allows companies considerable pricing
freedom—are coupled with policies to
sharpen competition among drug compa-
nies by encouraging physicians to pre-
scribe less expensive medicines.

Yet none of the policy combinations used
in these countries has yielded the degree
of spending restraint that each government
has desired. At best, these governments
have seen mixed success—while pharma-
ceutical prices were restrained, total drug
spending continued to grow (albeit at
different rates in each country). It is too
soon to tell whether the new policies aimed
at consumers and physicians, in conjunc-
tion with existing price and/or profit con-
trols, can further limit spending increases.
Similarly, evidence is limited as to whether
these new policies will limit consumers’
access to important medicines.
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What lessons, then, do these countries’
experiences offer U.S. policymakers as
they consider how to contain the costs of a
universal prescription drug benefit? The
evidence seems to support two different
sets of lessons that, in terms of policy
changes, point in opposite directions. At
least in this case, the picture one sees
depends on one’s perspective.

From the perspective of the pragmatic
regulator, two distinct messages emerge.
First, when a country adopts a universal
drug benefit, its policy goal necessarily
shifts from restraining drug prices to
restraining drug expenditures. In the
United States, the current debate has cen-
tered on drug prices, because high prices
can impede many people’s access to pre-
scription drugs. However, if the source of
payment were to shift from consumers’
pocketbooks to the public treasury, the
potential obstacle to access would be the
total expenditures that the political system
can bear—that is, pharmaceutical price
times quantity. As the French experience
shows, strict controls on drug prices are
not sufficient to restrain growth of drug uti-
lization and total pharmaceutical spending.

The regulator’s second lesson flows from
the first. Since control of overall spending
implies two goals—limiting quantity as well as
price—then the regulator needs distinct
instruments to achieve those goals. Whether
regulatory or market oriented, policies to
restrain drug prices will usually differ from
those used to reduce what is perceived as
unnecessary drug consumption. Moreover,
the pragmatic regulator will observe that
new market incentives, which make physi-
cians and consumers aware of the costs of pre-
scription drugs, are not only useful additions
to the policy menu, but may be necessary to
achieving control of pharmaceutical spending.

Such are the lessons for the pragmatic
regulator—but a different set of conclusions

emerge for the advocate of market forces.
This observer might draw three conclu-
sions from the European efforts to control
prescription drug prices and spending:
first, that regulatory efforts have (at least
in part) failed to meet their goal of spend-
ing control; second, that these failures have
spurred additional controls and greater
regulatory complexity; and third, that this
pattern of regulatory ineffectiveness and
growth reflects a failure to create a market
environment that fosters appropriate cost
consciousness among providers and con-
sumers. Rather than rely on the European
experience, proponents of a more market-
based strategy may look to the United
States, where the pharmaceutical market is
undergoing major structural change. The
increased role of managed care is unleash-
ing competitive forces in the pharmaceuti-
cal sector that could potentially achieve
many of the price and spending restraints
desired by policymakers in both the United
States and Europe.

This clash of regulatory and market-ori-
ented perspectives echoes similar conflicts -
in other policy areas, from health insurance
to housing. But these conflicts are not all
ideological; in the present case, advocates
for each approach can find some support
for their position in the European experi-
ence. However, each side should bear in
mind that the debate cannot be foreclosed
on the basis of this evidence alone.
Political considerations—based on differ-
ent perceptions of the role of regulations
versus reliance on market forces—play an
important role in that debate, In addition,
pharmaceutical pricing policies must
reflect the potential impact that any regula-
tions have on pharmaceutical research and
development—a relationship that is uncer-
tain at best, and in any event is beyond the
scope of this article.
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